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Talking Points in Support of Pateni Extension
for Drugs Used in Pediatrics

Many drugs used in childrea have not been well-studied o childeen. For a number of
reasons, incloding Inck of incentives, few clinical trinls used to suppart a New Drug
Application are conduocted on children. Instead, doctors often rely on mathemsatical
calcofations to figure out the dosage of a medication, Treating children a3 “sonall
adults” is not reliahle and, for drugs where smull variations in the dose can cause largs
variations in response, may be dangerons. From the standpoint of children and those
who treat them, this situation is vozatisfactory.

A nsolution doss exist to oarrow this gap in pediatrie research. Pharmaceutical
companies shonld rescive inceotives to conduct pediatric research when a pediatric
indication is not the primary indication for which the drug is developed and approved.
The most effective ncentive is the granting of additional market exclusivity, through
exteagion of a praduct’s patent

In the case of a drug awaiting FDA approval, six months of additional exclusivity would
be given to that product if the sponsor aubmits the information necessary for pediatric
labeling.

For a drog alreidy oo the market, whether corrently on-pateat or not, siz moaths of
exclusivity would be granted to a product of the sponsor’s ehoice, provided that the
sponsor snbmilted the necessary information for padiatric Iabeling of a drug for which
the Secretary of Health and Huoman BServices determines additional pediatric
information is necessary, This six-month extension would apply one time only, and »
marketed product would receive only oae such patent extension. Allowing the spaasar
to choose such & drug is pecessary becanse litile incentive exisis to do research on a
drug whose market exclusivity is neariog its end or has ended.

These new incentives would stimolate private R&D spending and would prompiy
research (o make pediatric therapy current und scientific, a5 opposed to the current
guesswork that is the norm when doctors prescribe pharmacenticals to children.

Children deserve to bepelit fully from the scientific advaoces made by the
pharmaceatical industry, and to have their specific medical needs recognized and mef.
This proposal improves (he health of ehildren by giving those who treat them the most
complete information poasible.
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